VAARALA et al. 
Appl. No. 09/806,324 
January 5, 2004 

REMARKS/ARGUMENTS 

Reconsideration of this application is requested. Claims 15-38 will be active in 
the application subsequent to entry of this Amendment. 

Previous claims 13 and 14 have been withdrawn and new claims 35-38 presented 
defining various embodiments of the method of carrying out the present invention 
consisting of the recited steps. As a consequence, claims 13 and 14 have been withdrawn 
and, where appropriate, the dependencies of previous claims 15, 17, 19, 22, 25, 26, 29, 
32-34 have been amended, where appropriate, to depend from one or more of these new 
claims. 

The Official Action raises essentially two rejections. The first concerns the 
wording of previous claim 13 with regard to the transitional expression "consisting 
essentially of. This terminology is not employed in the new and amended claims now 
under consideration. 

For the record, applicants are employing transitional phrases in the manner 
prescribed by MPEP §21 1 1.03 "Transitional Phrases" a copy of which is attached for the 
examiner's convenience. Attention in particular is directed to the discussion of 
"consisting essentially of 1 as well as "consisting of in the attached pages. 

The remaining issue for consideration and resolution is the rejection of alleged 
anticipation of previous claims 13-34, or the "obviousness" of these claims over WO 
98/48640 to Vaarala et al. The applied reference refers to "[sjuitable cation exchange 
resins include Amberlite O20" see page 4, lines 19-20. The examiner will note that the 
term "Amberlite" is prefaced by the limiting term "cation exchange resins". The rejection 
advanced on page 3 of the Official Action is founded on the proposition that the term 
"Amberlite" by itself automatically and consistently refers to styrene-based adsorption 
resins. In fact, this is not the case - the reference applies it in very specific terms, as does 
the art - regrettably the Official Action does not. 

The Examiner has stated that: 
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"It is notoriously well-known that the resin (Amberlite manufactured by Robin & 
Haas) utilized in Example 1 (page 8 of WO 98/48640) is a styrene based adsorption 
resin." Unfortunately, this statement is not correct for the reasons already established in 
the declaration made by Olli Tossavainen on May 23, 2003, of record. 

The evidence of record and as attached to this response makes it clear that Robin 
& Hans manufactures different types of resins under the trademark Amberlite. This has 
been already discussed in detail in the declaration filed by the applicant. 

For further evidence see the attached print from the Rohm & Haas web-site 

(http://www.rohmhaas.comionexchange/nutrition/products.htm), where it reads: 

"Rohm and Haas has taken the most important ion exchange and adsorbent 
products and created a dedicated product line under the AMBERLITE™ FP 
name. " 

While it is true that the trade names and trademarks have been changed during the 
years, it does not change the fact that ion exchange resins differ essentially from 
adsorption resins. 

Suitable strong cations exchange resins used in WO 98/48640 include Amberlite 
C-20 , Spherosil 5, Amberlite IR-120 and Finex VO 7. Please see the attached table 
containing properties of strong cation exchange resins manufactured by Rohm & Haas. 
This table also contains the Amberlite IR-120 resin. 

Suitable macroporous adsorption resins used in this patent application include 
Dowex XUS 40285.00 and Amberlite XAD 7 . Please also see attached table containing 
typical properties of Amberlite polymeric absorbents. This table also contains the 
Amberlite XAD-7 resin. 

Thus, Amberlite C-20 and Amberlite IR-120 are strong cations exchange resins, 
whereas Amberlite XAD 7 is an adsorption resin. There should be no question about the 
fact that ion exchange resins differ essentially from adsorption resins and that the resins 
used by applicants are fundamentally different from those mentioned in the cited 
reference. 



-8- 



804598 



VAARALA et al. 
AppL No. 09/806,324 
January 5, 2004 



Further, the Examiner argues that the reference teaches a process for removing 
bovine insulin from a protein material using a resin treatment combined with a filtration 
treatment as is claimed. This is not an accurate representation of the reference. All 
Amberlite® resins are not the same nor are they completely interchangeable. 

The reference discloses a method of preparing a substantially insulin-free protein 
composition, wherein the method comprises the steps of: a) treating the liquid fat-free 
protein-containing material originating from cow's milk with a strong cation exchange 
resin, b) concentrating the liquid fat-free protein-containing material obtained in step a) 
by ultra and dia-filtration, and evaporation of the obtained protein concentrate, and 
optional steps c) to e). 

However, there is no mention in the applied reference (or elsewhere in this art) 
about combining at least one ultra and dia-filtration treatment with adsorption resin 
treatment to remove bovine insulin from a liquid fat-free proteinous material originating 
from cow's milk. 

The method disclosed in the reference optionally includes step d) where the 
protein hydrolysate obtained in optional step c) is passed to hydrophobic 
chromatographic treatment. This chromatographic treatment is used for the removal of 
hydrophobic peptides and therewith possible bovine insulin hydrolysis products from the 
hydrolysate (page 7, lines 24 to 28). These hydrophobic peptides and bovine insulin 
hydrolysis products are substantially smaller molecules than the bovine insulin molecule. 
This chromatographic treatment can be carried out using a hydrophobic adsorption resin 
or activated charcoal (reference: page 7, lines 29 to 32). According to Vaarala (page 8, 
lines 1 to 4), the amino acid composition of the product changes due to this treatment and 
thus small amounts of phenylalanine and tyrosine has to be added during the production 
of nutritive preparations. By contrast, the method of the present invention does not 
substantially alter the taste of the product (page 1, lines 13 to 17), and thus, there is no 
need for addition of such amino acids during the production of nutritive preparations. 
The possibility of such additions is excluded by the language of new claims 35-38. 
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Further, the mechanism of the treatment with a strong cation exchange resin as in 
the reference is completely different from the mechanism of the treatment with 
adsorption resin as claimed in the present invention. 

In the present application Amberlite XAD 7 is utilized in Examples 3, 5, 6 and 7. 
Amberlite XAD 7 is a polymeric adsorbent, i.e. an adsorption resin. These polymeric 
adsorbents are unique products for the purification recovery of products from 
fermentation in the bioprocessing/nutriceutical industry. Polymeric adsorbents are highly 
porous structures whose internal surfaces can adsorb and then desorb a wide variety of 
different species depending on the environment in which they are used. Polymeric 
adsorbents are non ionic adsorbents with high surface area. 

In the method of the claims of the present application there is no mention of the 
use of a strong cation exchange resin, which is required in the method disclosed in 
Vaarala. 

For the above reasons it is respectfully submitted that applicants' claims define 
inventive subject matter. Reconsideration and favorable action are solicited. 



ARC:eaw 

1 100 North Glebe Road, 8th Floor 
Arlington, VA 22201-4714 
Telephone: (703) 816-4000 
Facsimile: (703) 816-4100 



Respectfully submitted, 
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claim limitation"); Kropa v. Robie, 187 F.2d at 152, 
88 USPQ2d at 480-81 (preamble is not a limitation 
where claim is directed to a product and the preamble 
merely recites a property inherent in an old product 
defined by the remainder of the claim); STX LLC: v. 
Brine, 211 R3d 588, 591, 54 USPQ2d 1347*, 1350 
(Fed. Cir. 2000) (holding that the preamble phrase 
"which provides improved playing and handling char- 
acteristics" in a claim drawn to a head for a lacrosse 
stick was not a claim limitation). >Compare In re 
Cruciferous Sprout Litig., 301 F.3d 1343,1346-48, 64 
USPQ2d 1202, 1204-05 (Fed. Cir. 2002) (A claim at 
issue was directed to a method of preparing i food 
rich in glucosinolates whereiin cruciferous sprouts are 
harvested prior to the 2-leaf stage. The court held that 
the preamble phrase "rich in glucosinolates" helps 
define the claimed invention, as evidenced by the 
specification ariH prosecution history, and thus is a 
limitation of the claim (although the claim was antici- 
pated by prior art, that produced sprouts inherently 
"rich in glucosinolates").)< 

During examination, statements in the preamble 
reciting the purpose or intended use of the claimed 
invention must be evaluated to determine whether the 
recited purpose or intended use results in a strtictiinii 
difference (or, in the case of process claims, manipu- 
lative difference) betweeh the claimed invention and 
the prior art. If so, the recitation serves to limit the 
claim. See/ e.g., In re Otto, 312 E2<i 937, 938, 
136 USPQ 458, 459 (CCPA 1963) (The claims were 
directed to a core member for hair curlers and a pro- 
cess of making a core member for hair curlers. Court 
held that the intended use of hair curling was of no 
significance to the structure and process of making.); 
In reSinex, 309 F.2d 488,. 492, 135 USfQ 302/305 
(CCPA 1962) (statement of intended use in an appara- 
tus claim did not distinguish over.the prior art appara- 
tus). If a prior art structure is capable of, performing 
the intended use as recited in: the preamble, then it 
meets the claim. See, e.g., In, re Schreiber, 128,F.3d 
1473, 1477, 44 USPQ2d, 1429, 1431 (Fed. Cir. . 1997) 
(anticipation rejection affirmed based on Board's fac- 
tual finding that the reference dispenser (a spout dis- 
closed as useful for purposes such as dispensing oil 
from an oil can) would be capable of dispensing pop- 
corn in the manner set forth in appellant's claim 1 (a 
dispensing top for dispensing popcorn in a specified 



manner)) and cases cited therein. See also MPEP 
§2112 -§2112.02. 

2111.03 Transitional Phrases 

The transitional phrases "comprising", "consisting 
essentially of 'and "consisting of define the scope of 
a claim with respect to what unrecited additional com- 
ponents or steps, if any, are excluded r froni the scope 
of the claim. * * - * * f - 

The transitional term "comprising", which is syn- 
onymous with "including," "containing," or "charac- 
terized by," is inclusive or open-ended and does not 
exclude additional, unrecited elements or method 
steps. See, e.g., Genentech, Inc. v. Chiron Corp., 
112 F.3d 495, 501, 42 USPQ2d 1608, 1613 (Fed. Cir. 
1997) ("Comprising" is a term of art used in claim 
language which means that the : named elements are 
essential, but other elements may be added and still 
form a construct within the scope of the claim.); 
Moleculon Research' Corp. v. CBS, Inc., 793 R2d 
126 r, 229 USPQ 805 (Fed. Cir. 1986); In re Baxter, 
656E2d 679, 686, 210 USPQ 795, 803 (CCPA 1981); 
Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948) 
("comprising" leaves 1 "the claim dpen j for the inclu- 
sion of unspecified ingredients even in major 
amounts"). ■ ■ - ' ( 

The transitional phrase "consisting of" excludes 
any element, step, or ingredient riot specified in the 
claim. In re Gray; 53 F.2d 520; 11 USPQ 255 (CCPA 
1931); Ex parte Davis, 80 USPQ 448, 450 (Bd. App: 
1948) ("consisting of 'defined as "closing the claim 
to the inclusion of materials other than those recited 
except for impurities ordinarily associated there- 
with."). A claim which depends from a claim which 
"consists of ' the recited elements or steps cannot add 
an element or step. When the phrase "consists of 
appears in a' clause of the body of a claim, rather than 
immediately following the preamble, it limits only the 
element set forth in that clause; other elements are not 
excluded from the claim as a. .whole. Mannesmann 
Demag Corp. v. Engineered Metal Products Co., 
793 F.2d 1279, 230 USPQ 45 (Fed. Cir. 1986). 

The transitional phrase "consisting essentially of 
limits* the scope of a claim to the specified materials 
or steps "and those that do not materially affect the 
basic and novel characteristic(s)" of the claimed 
invention. In re Hen, 537 F.2d^ 549, 551-52, 
190 USPQ 461, 463 (CCPA 1976) (emphasis in origi- 
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nal) (Prior art hydraulic fluid required a dispersant 
which appellants argued was excluded from claims 
limited to a functional fluid "consisting essentially of 
certain components. In finding the claims did not 
exclude the prior art dispersant, the court noted that 
appellants' specification indicated the claimed com- 
position can contain any well-known additive such as 
a dispersant, and there was no evidence that the pres- 
ence of a dispersant would materially affect the basic 
and novel characteristic of the claimed invention. The 
prior art composition had the same basic and novel 
characteristic (increased oxidation resistance) as well 
as additional enhanced detergent and dispersant char- 
acteristics.). "A 'consisting essentially of claim 
occupies a middle ground between closed claims that 
are written in a 'consisting of format and fully open 
claims that are drafted in. a 'comprising' format." 
PPG Industries v. Guardian Industries, 156 F.3d 
1351, 1354, 48 USPQ2d 1351, 1353-54 (Fed. Cir. 
1998). See also Atlas Powder v. E.I, duPont de Nem- 
ours & Co., 750 F.2d 1569, 224 USPQ 409 (Fed. Cir. 
1984); In re Janakirama-Rao, 317 F.2d 951, 137 
USPQ 893 (CCPA 1963); Water Technologies Corp. 
vs. Calco, Ltd., 850 F.2d 660, 7 USPQ2d 1097 (Fed. 
Cir. 1988). For the purposes of searching for and 
applying prior art under 35 U.S.C. 102 and 103, 
absent a clear indication in the specification or claims 
of what the basic and novel characteristics actually 
are, "consisting essentially of ' will be construed as 
equivalent to "comprising." See, e.g., PPG, 156 F.3d 
at 1355, 48 USPQ2d at 1355 ("PPG could have 
defined the scope of the phrase 'consisting essentially 
of for purposes of its patent by making clear in its 
specification what it regarded as constituting a mate- 
rial change in the basic and novel characteristics of 
the invention."). See also In re Janakirama-Rao, 
317F.2d 951, 954, 137 USPQ 893, 895-96 (CCPA 
1963). If an applicant contends that additional steps or 
materials in the prior art are excluded by the recitation 
of "consisting essentially of," applicant has the bur- 
den of showing that the introduction of additional 
steps or components would materially change the 
characteristics of applicant's invention. In re De 
Lajarte, 337 F.2d 870, 143 USPQ 256 (CCPA 1964). 
See also Ex parte Hoffman, 12 USPQ2d 1061, 1063- 
64 (Bd. Pat. App. & Inter. 1989) ("Although 'consist- 
ing essentially of is typically used and defined in the 
context of compositions of matter, we find nothing 



intrinsically wrong with the use of such language as a 
modifier of method steps. . . [rendering] the claim 
open only for the inclusion of steps which do not 
materially affect the basic and novel characteristics of 
the claimed method. To determine the steps included 
versus excluded the claim must be read in light of the 
specification. . . . [I]t is an applicant's burden to 
establish that a step practiced in a prior art method is 
excluded from his claims by 'consisting essentially 
of language."). 

OTHER TRANSITIONAL PHRASES 

Transitional phrases such as "having" must be 
interpreted in light of the specification to determine 
whether open or closed claim language is intended. 
See, e;g., Lampi Corp. v.\ American Power Products 
Inc., 228 F.3d 1365 v 1376, 56 USPQ2d 4445, 1453 
(Fed. Cir. 2000) (The term "having" was interpreted 
as open terminology, allowing the inclusion of other 
components in addition to those recited); Crystal 
Semiconductor Corp. v. TriTech Microelectronics Int'l 
Inc., 246 F.3d 1336, 1348; 57 USPQ2d 1953, 1959 
(Fed. Cir. 2001) (term "having" in transitional phrase 
"does not create a presumption that the body of the 
claim is open"); Regents of the Univ. of Cal. v. Eli 
Lilly & Co., 119 E3d 1559, 1573, 43 USPQ2d 1398, 
1410 (Fed. Cir. 1997) (In the context of a cDNA hav- 
ing a sequence coding for human PI, the term "hav- 
ing" still permitted inclusion of other moieties.). The 
transitional phrase "composed of has been inter- 
preted in the same manner as either "consisting of or 
"consisting essentially of," depending on the facts of 
the particular case. See AFG Industries, Inc. v. CardU 
nal IG Company, 239 F.3d 1239, 1245, 57 USPQ2d 
1776, 1780-81 (Fed. Cir. 2001) (based on specifica- 
tion and other evidence, "composed of interpreted in 
same manner as "consisting essentially of); In re 
Bertsch, 132 F.2d 1014, 1019-20, 56 USPQ 379, 384 
(CCPA 1942) ("Composed of interpreted in same 
manner as "consisting of;, however, court further 
remarked that "the words 'composed of may under 
certain circumstances be given, in patent law, a 
broader meaning than 'consisting of "). 

2112 Requirements of Rejection Based 
on Inherency; Burden of Proof 

The express, implicit, and inherent disclosures of a 
prior art reference may be relied upon in the rejection 
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Table VI 

CATION EXCHANGE RESINS, STRONGLY ACIDIC ACTIVE GROUP: -SO,- 



Cross-Unktd poIy?tvrcmx3ivinylbenzcnc 

Typiatl applications: Water softening and deionisaiion; separation of rare earths: separation of peptide* and amino acids; inorganic separations: 
e&terificarion; cataJysi*: wine stabilisation, etc 
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